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Status of Application, Amendments and/or Claims 

The amendment filed 15 April 2004 has been entered in full. Claims 1-12 are 
cancelled. New claims 13-28 are added. Claims 13-28 are pending and under 
examination. 

Information Disclosure Statement 

The information disclosure statement(s)(IDS) filed 15 April 2004 was received 
and complies with the provisions of 37 CFR §§1 .97 and 1 .98. It has been placed in the 
application file and the information referred to therein has been considered as to the 
merits. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 13-28 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for: 

an isolated polypeptide having HPR2 polypeptide activity comprising an amino 
acid sequence comprising SEQ ID NO:21, 

does not reasonably provide enablement for: 

an isolated polypeptide having HPR2 polypeptide activity comprising an amino 
acid sequence comprising fragments, mutants and variants of SEQ ID NO:21. 
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The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. The specification teaches SEQ ID NO:21 as 
a human hematopoietin receptor polypeptide (HPR2)(page 1, lines 12-15 and page 78). 
The specification teaches SEQ ID NO:16 and SEQ ID NO:25 as a portion of possible 
alternatively spliced form of human HPR2 and exon 9 amino acid sequence of human 
HPR2, respectively (page 78). 

The specification fails to teach how to make and/or use mutants, splice variants 
and/or fragments of HPR2 with a biological activity. While it is known that many amino 
acid substitutions are generally possible in any given protein the positions within the 
protein's sequence where such amino acid substitutions can be made with a reasonable 
expectation of success are limited. Certain positions in the sequence are critical to the 
protein's structure/function relationship, e.g. such as various sites or regions directly 
involved in binding, activity and in providing the correct three-dimensional spatial 
orientation of binding and active sites. These or other regions may also be critical 
determinants of antigenicity. These regions can tolerate only relatively conservative 
substitutions or no substitutions (see Wells, 1990, Biochemistry 29:8509-8517). The 
disclosure provides no guidance as to which regions of the protein would be tolerant of 
modification and which would not, and it provides no working example of any variant 
sequence, which would be within the claims. It is in no way predictable that randomly 
selected mutations, deletions, etc. in the disclosed sequence would afford a protein 
having activity comparable to the one disclosed. 
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Furthermore, the instant claims recite the limitation "HPR2 polypeptide activity". 
The specification discloses that typical biological activities or functions associated with 
HPR2 polypeptides include intracellular signaling activity, cell proliferation stimulatory 
activity, cell proliferation inhibitory activity, cell differentiation stimulatory activity and cell 
differentiation inhibitory activity (page 18, lines 7-15). Without sufficient guidance 
regarding a distinguishing biological function of HPR2, the changes which can be made 
in the structure and still maintain sufficient activity is unpredictable and the 
experimentation left to those skilled in the art is unnecessarily and improperly extensive 
and undue. Miyajima et al. (Annu. Rev. Immunol. 1992) teach that many members of 
the hematopoietin receptor family are expressed differently and transduce diverse 
signals. IL-2 receptorp binds IL-2 with extremely low affinity when expressed in 
fibroblasts, but with intermediate affinity when expressed in other types of cells such as 
large granular lymphocytes, oligodendrocytes, and T cells lacking IL-2 receptora (page 
302, 2 nd paragraph). IL-3 competes with GM-CSF binding to the high affinity site and 
vice versa in human hemopoietic cells, in contrasts, no such observation has been 
reported in mice (page 305, 2 nd paragraph-page 306, 1 st paragraph). Thus, even for a 
family of hematopoietic receptors, the biological activities may vary broadly. 

Due to the large quantity of experimentation necessary to generate the infinite 
number of derivatives recited in the claims and screen same for a group of diverse 
activities, the lack of direction/guidance presented in the specification regarding which 
structural features are required in order to provide an activity, the absence of working 
examples directed to same, the complex nature of the invention, the state of the prior art 
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which establishes the unpredictability of the effects of mutations on protein 
structure/function, the unpredictability of what activities the uncharacterized protein may 
have; and the breadth of the claims which fail to recite useful functional limitations, 
undue experimentation would be required of the skilled artisan to make and/or use the 
claimed invention in its full scope. 

Claims 13-28 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The instant claims are drawn to HPR2 polypeptides (SEQ ID NOs:16, 21 and 25) 
having various sequence identities with a particular disclosed sequence, mutants and 
fragments thereof. The claims require that the polypeptide have HPR2 biological 
activity, but fail to teach a distinguishing functional feature. 

To provide evidence of possession of a claimed genus, the specification must 
provide sufficient distinguishing identifying characteristics of the genus. The factors to 
be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of 
making the claimed product, or any combination thereof. In this case, there is no 
identification of any particular portion of the structure that must be conserved. 
Accordingly, in the absence of sufficient recitation of distinguishing identifying 
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characteristics, the specification does not provide adequate written description of the 
claimed genus. 

Vas-Cath Inc. v. Mahurkar, 1 9USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of polypeptides, and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of isolating it. The 
compound itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 
1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF's were found to 
be unpatentable due to lack of written description for that broad class. The specification 
provided only the bovine sequence. 

Therefore, only isolated polypeptides comprising the amino acid sequence set 
forth in SEQ ID NOs:16, 21 and 25, but not the full breadth of the claim meets the 
written description provision of 35 U.S.C. §112, first paragraph. Applicant is reminded 
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that Vas-Cath makes clear that the written description provision of 35 U.S.C. §112 is 
severable from its enablement provision (see page 1115). 



Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (571) 
272-0882. The examiner can normally be reached on 9:00 a.m.-6:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda G. Brumback can be reached on (571) 272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



273-8300. 
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